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45 CFR Part 84—Nondiscrimination on the
basis of handicap in programs and activi-
ties receiving or benefiting from Federal
financial assistance

45 CFR Part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance

45 CFR Part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

45 CFR Part 92—Uniform administrative re-
quirements for grants and cooperative
agreements to State and local govern-
ments

45 CFR Part 93—New restrictions on lobbying
51 FR 16958 or successor—NIH Guidelines for

Research Involving Recombinant DNA
Molecules

‘‘Public Health Service Policy on Humane
Care and Use of Laboratory Animals,’’ Of-
fice for Protection from Research Risks,
NIH (Revised September 1986), or successor

59 FR 14508 (as republished March 28, 1994), as
may be amended, or its successor—NIH
Guidelines on the Inclusion of Women and
Minorities as Subjects in Clinical Re-
search.

[58 FR 54298, Oct. 21, 1993, as amended at 59
FR 59372, Nov. 17, 1994]

§ 52e.9 Additional conditions.
The Director, may with respect to

any grant award impose additional
conditions prior to or at the time of
any award when in the Director’s judg-
ment those conditions are necessary to
assure or protect advancement of the
approved project, the interests of the
public health, or the conservation of
grant funds.

[45 FR 12249, Feb. 25, 1980, as amended at 58
FR 54299, Oct. 21, 1993]

PART 52h—SCIENTIFIC PEER REVIEW
OF RESEARCH GRANT APPLICA-
TIONS AND RESEARCH AND DE-
VELOPMENT CONTRACT
PROJECTS

Sec.
52h.1 Applicability.
52h.2 Definitions.
52h.3 Establishment and operation of peer

review groups.
52h.4 Composition of peer review groups.
52h.5 Conflict of interest.
52h.6 Availability of information.
52h.7 Grants; matters to be reviewed.
52h.8 Grants; review criteria.
52h.9 Unsolicited contract proposals; mat-

ters to be reviewed.

52h.10 Contract projects involving solicited
contract proposals; matters to be re-
viewed.

52h.11 Contract projects and proposals; re-
view criteria.

52h.12 Applicability of other regulations.

AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed (42 U.S.C. 216); sec. 475, 88 Stat. 360, 89
Stat. 351 (42 U.S.C. 289l–4); sec. 955(a), Pub. L.
97–35, 95 Stat. 590 (42 U.S.C. 300z–7(e)).

SOURCE: 43 FR 7862, Feb. 24, 1978, unless
otherwise noted.

§ 52h.1 Applicability.

The regulations in this part apply to:
(a) Applications for grants for bio-

medical and behavioral research, under
the Act to the National Institutes of
Health; the Alcohol, Drug Abuse, and
Mental Health Administration; or any
of their components; or the Division of
Nursing, Bureau of Health Professions,
Health Resources and Services Admin-
istration. These regulations do not
apply to applications for:

(1) Continuation funding for budget
periods within an approved project pe-
riod;

(2) Supplemental funding to meet in-
creased administrative costs within a
project period; or

(3) Construction grants.
(b) Biomedical and behavorial re-

search and development contract
projects administered by the National
Institutes of Health; the Alcohol, Drug
Abuse, and Mental Health Administra-
tion; or any of their components; or
the Division of Nursing, Bureau of
Health Professions, Health Resources
and Services Administration.

(c) Applications for grants and con-
tracts under section 2008 of the Act.

(Sec. 215, 58 Stat. 690, as amended (42 U.S.C.
216); sec. 475, 88 Stat. 360, 89 Stat. 351, 92 Stat.
3436 (42 U.S.C. 289l–4))

[45 FR 35328, May 27, 1980, as amended at 47
FR 50261, Nov. 5, 1982; 49 FR 38111, Sept. 27,
1984]

§ 52h.2 Definitions.

As used in this part:
(a) Act means the Public Health Serv-

ice Act, as amended.
(b) Project period has the same mean-

ing as in 42 CFR part 52.
(c) Budget period means the interval

of time (usually 12 months) into which
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1 The Department of Health and Human
Services General Administration Manual is
available for public inspection and copying
at the Department’s and Regional Offices’ in-
formation centers listed in 45 CFR 5.31 and
may be purchased from the Superintendent
of Documents, U.S. Printing Office, Washing-
ton, DC 20402.

the project period is divided for budg-
etary and reporting purposes.

(d) Awarding official means the Sec-
retary of Health and Human Services
and any other officer or employee of
the Department of Health and Human
Services to whom the authority in-
volved has been delegated; Except that,
where the Act specifically authorizes
another official to make awards in con-
nection with a particular program, the
‘‘awarding official’’ shall mean said
other official and any other officer or
employee of the Department of Health
and Human Services to whom the au-
thority involved has been delegated.

(e) Peer review group means a group of
experts qualified by training and expe-
rience in particular scientific or tech-
nical fields to give expert advice, in ac-
cordance with the provisions of this
part, on the scientific and technical
merit of grant applications or contract
projects in those fields.

(f) Research means systematic study
directed toward new or fuller knowl-
edge and understanding of the subject
studied.

(g) Development means the systematic
use of knowledge and understanding
gained from research, directed toward
creating useful materials, devices, sys-
tems, or methods.

(h) Research and development contract
project means an identified, cir-
cumscribed activity, involving a single
contract or two or more similar, relat-
ed, or interdependent contracts, in-
tended and designed to acquire new or
fuller knowledge and understanding of
a subject and/or to use such knowledge
and understanding to develop useful
materials, devices, systems, or meth-
ods. The terms include (but are not
limited to) development and utilization
of resources, testing, demonstrations,
clinical trials, preparation of reports,
and production of experimental or test
models necessary or incidental to a re-
search and/or development activity,
but exclude quantity production and
routine product testing and quality
control.

(i) Project concept means the basic
purpose, scope, and objectives of the
project.

(j) Project approach means the meth-
odology to be followed and the re-

sources needed in carrying out the
project.

(k) Contract proposal means a written
offer to enter into a contract, submit-
ted to an awarding official by an indi-
vidual or non-Federal organization,
and including as a minimum a descrip-
tion of the nature, purpose, duration,
and cost of the project and the meth-
ods, personnel, and facilities to be uti-
lized in carrying it out.

(l) Solicited contract proposal has the
same meaning as in 41 CFR 3–
1.353(b)(2).

(m) Unsolicited contract proposal has
the same meaning as in 41 CFR 3–4.5201.

(n) Request for proposals means a Gov-
ernment solicitation to prospective
offerors, under procedures for nego-
tiated contracts, to submit a proposal
to fulfill specific agency requirements
based on terms and conditions defined
in the request for proposals. The re-
quest for proposals contains informa-
tion sufficient to enable all offerors to
prepare competitive proposals, and is
as complete as possible with respect to:
Nature of work to be performed; de-
scriptions and specifications of items
to be delivered; performance schedule;
special requirements clauses, or other
circumstances affecting the contract;
format for cost proposals; and evalua-
tion criteria by which the proposals
will be evaluated.

§ 52h.3 Establishment and operation of
peer review groups.

(a) To the extent applicable, the Fed-
eral Advisory Committee Act (5 U.S.C.
App. I), Department of Health and
Human Services (45 CFR part 11), im-
plementing regulations and chapter 9
of the Department of Health and
Human Services General Administra-
tion Manual1 will govern the establish-
ment and operation of peer review
groups, including that meetings shall
be open to the public except as deter-
mined by the Secretary.
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(b) Subject to § 52h.5 and paragraph
(a) of this section, the Director of the
National Institutes of Health, the Ad-
ministrator of the Alcohol, Drug Abuse
and Mental Health Administration, and
the Administrator of the Health Re-
sources and Services Administration
will adopt procedures for the conduct
of reviews and the formulation of rec-
ommendations under §§ 52h.7, 52h.9 and
52h.10 within their respective agencies.

(Sec. 215, 58 Stat. 690, as amended (42 U.S.C.
216); sec. 475, 88 Stat. 360, 89 Stat. 351, 92 Stat.
3436 (42 U.S.C. 289l–4))

[43 FR 7862, Feb. 24, 1978, as amended at 45
FR 35328, May 27, 1980; 49 FR 38111, Sept. 27,
1984]

§ 52h.4 Composition of peer review
groups.

(a) To the extent applicable, the se-
lection and appointment of members of
peer review groups and their terms of
service will be governed by Chapter 9 of
the Department of Health and Human
Services General Administration Man-
ual.1

(b) Subject to paragraph (a) of this
section, members will be selected based
upon their training and experience in
relevant scientific or technical fields,
taking into account, among other fac-
tors:

(1) The level of formal scientific or
technical education completed or expe-
rience acquired by the individual;

(2) The extent to which the individ-
ual has engaged in relevant research,
the capacities (e.g., principal investiga-
tor, assistant) in which the individual
has done so, and the quality of such re-
search;

(3) Recognition as reflected by
awards and other honors received from
scientific and professional organiza-
tions outside the Department of Health
and Human Services; and

(4) The need for the group to have in-
cluded within its membership experts
from various areas of specialization
within relevant scientific or technical
fields.

(c) Not more than one-fourth of the
members of any peer review group to
which these regulations are applicable
may be officers or employees of the
United States. For purposes of the pre-
ceding sentence, membership on such
groups does not make an individual an

officer or employee of the United
States.

§ 52h.5 Conflict of interest.
(a) Members of peer review groups

covered by this part are subject to rel-
evant provisions in title 18 of the Unit-
ed States Code, relating to criminal ac-
tivity, the Department of Health and
Human Services Standards of Conduct
(45 CFR part 73), and Executive Order
11222, as amended.

(b) In addition to any restrictions im-
posed under paragraph (a) of this sec-
tion:

(1) No member of a peer review group
may participate in or be present during
any review by said group of a grant ap-
plication, contract project, or contract
proposal in which, to the member’s
knowledge, any of the following has a
financial interest: (i) The member or
his or her spouse, parent, child, or
partner, (ii) any organization in which
the member or his or her spouse, par-
ent, child, or partner is serving as an
officer, director, trustee, partner, or
employee, or is otherwise similarly as-
sociated, or (iii) any organization with
which the member or his or her spouse,
parent, child, or partner is negotiating
or has any arrangement concerning
prospective employment or other simi-
lar association.

(2) In the event any member of a peer
review group or his or her spouse, par-
ent, child, or partner is currently or
expected to be the principal investiga-
tor or member of the staff responsible
for carrying out any research or devel-
opment activities contemplated as part
of a grant application, contract
project, or contract proposal, that
group is disqualified and the review
will be conducted by another group
with the expertise to do so. If there is
no other group with the requisite ex-
pertise, the review will be conducted by
an ad hoc group no more than 50 per-
cent of whose members may be from
the disqualified group. The composi-
tion of any such ad hoc group will be
determined in accordance with
§ 52h.4(b) and § 52h.4(c) of this part and,
to the extent feasible, § 52h.4(a) of this
part.

(3) Where a member of a peer review
group participates in or is present dur-
ing:
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(i) Development or review of a proj-
ect approach or request for proposals
by said group or

(ii) Review by said group under
§ 52h.10(b) or § 52h.10(c), i.e. after the is-
suance of a request for proposals, no
contract may thereafter be awarded as
the result of such development or re-
view to said member, his or her spouse,
parent, child, or partner or any organi-
zation in which the member, his or her
spouse, parent, child, or partner was
serving as officer, director, trustee,
partner, or employee at the time of
such development or review or with
which the member, his or her spouse,
parent, child, or partner was negotiat-
ing or had any arrangement concerning
prospective employment at said time.

(4) No member of a peer review group
may participate in any review under
this part of a specific grant application
or contract project for which the mem-
ber has had or is expected to have any
other responsibility or involvement
(whether preaward or postaward) as an
officer or employee of the United
States.

(c) Where permissible under the stat-
utes, standards, and order cited in
paragraph (a) of this section, the Direc-
tor of the National Institutes of
Health, the Administrator of the Alco-
hol, Drug Abuse, and Mental Health
Administration, the Administrator of
the Health Resources and Services Ad-
ministration, or their designees may
waive the requirements in paragraph
(b) of this section if he or she deter-
mines that there is no other practical
means for securing appropriate expert
advice on a particular grant applica-
tion, contract project, or contract pro-
posal.

(Sec. 215, 58 Stat. 690, as amended (42 U.S.C.
216); sec. 475, 88 Stat. 360, 89 Stat. 315, 92 Stat.
3436 (42 U.S.C. 289l–4))

[43 FR 7862, Feb. 24, 1978, as amended at 45
FR 35328, May 27, 1980; 49 FR 38111, Sept. 27,
1984]

§ 52h.6 Availability of information.
Transcripts, minutes, and other doc-

uments made available to or prepared
for or by a peer review group will be
available for public inspection and
copying to the extent provided in the
Freedom of Information Act (5 U.S.C.
552), the Federal Advisory Committee

Act (5 U.S.C. App. I), the Privacy Act (5
U.S.C. 552a), and implementing Depart-
ment of Health and Human Services
regulations (45 CFR parts 5, 5b).

§ 52h.7 Grants; matters to be reviewed.

(a) No awarding official will make a
grant based upon an application cov-
ered by this part unless the application
has been reviewed by a peer review
group in accordance with the provi-
sions of this part and said group has
made recommendations concerning the
scientific merit of such application. In
addition, where under applicable law
an awarding official is required to se-
cure the approval or advice of a na-
tional advisory council or board con-
cerning an application, said applica-
tion will not be considered by the coun-
cil or board unless it has been reviewed
by a peer review group in accordance
with the provisions of this part and
said group has made recommendations
concerning the scientific merit of the
application except where the council or
board is the peer review group.

(b) Except to the extent otherwise
provided for by law, such recommenda-
tions are advisory only and not binding
on the awarding official or national ad-
visory council or board.

§ 52h.8 Grants; review criteria.

In carrying out its review under
§ 52h.7, the peer review group will take
into account, among other factors:

(a) The significance and originality
from a scientific or technical stand-
point of the goals of the proposed re-
search;

(b) The adequacy of the methodology
proposed to carry out the research;

(c) The qualifications and experience
of the principal investigator and pro-
posed staff;

(d) The reasonable availability of re-
sources necessary to the research;

(e) The reasonableness of the pro-
posed budget and duration in relation
to the proposed research; and

(f) Where an application involves ac-
tivities which could have an adverse ef-
fect upon humans, animals, or the en-
vironment, the adequacy of the pro-
posed means for protecting against or
minimizing such effects.
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§ 52h.9 Unsolicited contract proposals;
matters to be reviewed.

(a) No awarding official will award a
contract based upon an unsolicited
contract proposal covered by this part
unless the proposal has been reviewed
by a peer review group in accordance
with the provisions of this part (pursu-
ant to procedures set forth in 41 CFR
subpart 3–4.52) and said group has made
recommendations concerning the sci-
entific merit of such proposal.

(b) Except to the extent otherwise
provided for by law, such recommenda-
tions are advisory only and not binding
on the awarding official.

§ 52h.10 Contract projects involving
solicited contract proposals; mat-
ters to be reviewed.

(a) Subject to paragraph (b) of this
section, no awarding official will issue
a request for contract proposals with
respect to a contract project involving
solicited contract proposals unless the
project concept has been reviewed by a
peer review group in accordance with
the provisions of this part and said
group has made recommendations con-
cerning the scientific merit of said con-
cept. Where in the judgment of the
awarding official the project approach
has been sufficiently well defined by
the time the review required by the
preceding sentence is conducted, this
review and the resulting recommenda-
tions shall include the project ap-
proach as well.

(b) The awarding official may waive
the requirements of paragraph (a) of
this section for peer review before issu-
ing a request for contract proposals if
he determines that the accomplish-
ments of essential program objectives
would otherwise be placed in jeopardy
and any further delay would clearly
not be in the best interest of the Gov-
ernment. The awarding official shall
specify in writing the grounds on which
this determination is based. Under
such circumstances, the awarding offi-
cial will not award a contract based on
the request for contract proposals un-
less the proposals received in response
to the request have been reviewed by a
peer review group and that group has
made recommendations concerning the
scientific merit of the project concept
and of the approaches outlined in the

proposals. The request for proposals
will indicate that the project concept
has not been reviewed by a peer review
group and that no award will be made
until such review is conducted and rec-
ommendations made based on such re-
view.

(c) The Director of the National In-
stitutes of Health, the Administrator
of the Alcohol, Drug Abuse and Mental
Health Administration, the Adminis-
trator of the Health Resources and
Service Administration, or their des-
ignees may identify individual con-
tracts or classes of contracts which
may not be awarded unless all perti-
nent contract proposals have been re-
viewed by a peer review group in ac-
cordance with the provisions of this
part and that group has made rec-
ommendations concerning the sci-
entific merit of the proposals.

(d) Except to the extent otherwise
provided for by law, such recommenda-
tions are advisory only and not binding
on the awarding official.

(Sec. 215, Public Health Service Act, 58 Stat.
690, as amended (42 U.S.C. 216); sec. 475, Pub-
lic Health Service Act, 88 Stat. 360, 89 Stat.
351, 92 Stat. 3436 (42 U.S.C. 2891–4); sec. 955(a),
Pub. L. 97–35, 95 Stat. 590 (42 U.S.C. 300z–7(e)))

[43 FR 7862, Feb. 24, 1978, as amended at 45
FR 35328, May 27, 1980; 49 FR 38111, Sept. 27,
1984]

§ 52h.11 Contract projects and propos-
als; review criteria.

(a) In carrying out its review of a
project concept under § 52h.10(a) or
§ 52h.10(b), the peer review group will
take into account, among other fac-
tors:

(1) The significance from a scientific
or technical standpoint of the goals of
the proposed research or development
activity;

(2) The availability of the technology
and other resources necessary to
achieve these goals;

(3) The extent to which there are
identified, practical uses for the antici-
pated results of the activity; and

(4) Where the review includes the
project approach, the adequacy of the
methodology to be utilized in carrying
out the activity.

(b) In carrying out its review of unso-
licited contract proposals under § 52h.9,
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the peer review group will take into ac-
count, among other factors, those cri-
teria in § 52h.8 which are relevant to
the particular proposals.

(c) In carrying out its review of solic-
ited contract proposals under § 52h.10(c)
the peer review group will evaluate
each proposal in accordance with the
criteria set forth in the request for pro-
posals.

§ 52h.12 Applicability of other regula-
tions.

The regulations in this part are in
addition to, and do not supersede other
regulations concerning grant applica-
tions, contract projects, or contract
proposals appearing elsewhere in this
title, title 41, or title 45 of the Code of
Federal Regulations.

PART 53—GRANTS, LOANS AND
LOAN GUARANTEES FOR CON-
STRUCTION AND MODERNIZA-
TION OF HOSPITALS AND MEDI-
CAL FACILITIES

Subparts A—K [Reserved]

Subpart L—Services for Persons Unable to
Pay; Community Service; Non-
discrimination

Sec.
53.111 Services for persons unable to pay.
53.112 Nondiscrimination.
53.113 Community service.

Subpart M—[Reserved]

Subpart N—Loan Guarantees and Direct
Loans

53.154 Waiver of right of recovery.
53.155 Modification of loans.
53.156 Fees for modification requests.

AUTHORITY: Secs. 215, 603, 609, 621, 623, Pub-
lic Health Service Act as amended, 58 Stat.
690, 78 Stat. 451 and 456, 84 Stat. 344 and 346
(42 U.S.C. 216, 291c, 291i, 291j–1 and 291j–3; 31
U.S.C. 9701).

Subparts A—K [Reserved]

Subpart L—Services for Persons
Unable to Pay; Community
Service; Nondiscrimination.

§ 53.111 Services for persons unable to
pay.

(a) Applicability. The provisions of
this section apply to every applicant
which heretofore has given or hereafter
will give an assurance that it will
make available a reasonable volume of
services to persons unable to pay there-
for but shall not apply to an applicant
(1) for more than 20 years after the
completion of construction of any fa-
cility with respect to which funds have
been paid under section 606 of the Act
or (2) beyond the period during which
any amount of a direct loan made
under sections 610 or 623 of the Act, or
any amount of a loan with respect to
which a loan guarantee and interest
subsidy has been provided under sec-
tions 623 and 624 of the Act remains un-
paid.

(b) Definitions. As used in this sec-
tion:

(1) The term facility includes hos-
pitals, facilities for long-term care,
outpatient facilities, rehabilitation fa-
cilities, and public health centers;

(2) The term applicant means an ap-
plicant for, or recipient of, a grant, a
loan guarantee or a loan under the Act;

(3) Fiscal year means the fiscal year
of the applicant;

(4) The term operating costs means the
actual operating costs of the applicant
for a fiscal year as determined in ac-
cordance with cost determination prin-
ciples and requirements under title
XVIII of the Social Security Act (42
U.S.C. 1395): Provided, That such ‘‘oper-
ating costs’’ shall be determined for
the applicant’s entire facility and for
all patients regardless of the source of
payment for such care: And provided
further, That in determining such oper-
ating costs there shall be deducted the
amount of all actual or estimated re-
imbursements, as applicable, for serv-
ices received or to be received pursuant
to title XVIII and XIX of the Social Se-
curity Act (42 U.S.C. 1395 and 1936);

(5) The term reasonable cost means
the cost of providing services to a spe-
cific patient determined in accordance
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